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National Cancer Institute 

Institutional Review Board 
AGENDA 

December 15, 2014 
1:00 – 5:00 pm 

CRC 10/3-1608 

 
 

1. Review of Draft Minutes, November 17, 2014 
 

2. Announcements  
 

3. Old Business   

 
 Protocol Deviations/Corrective Action Plan (Dr. Kreitman) 

 

4. New Business  
 

5. Problem Report Forms 

 
6. Other Expedited Actions 

 
7. Continuing Reviews 

 
8. Response to Stips 14C0184-A, "Phase 1 Study of the Safety and Tolerability of ATR-101 in 

Adrenocortical Carcinoma" - Electron Kebebew, PI 

 
9. Response to Stips 12C0116-H, "A Phase II Study of Lymphodepletion followed by Autologous Tumor-

Infiltrating Lymphocytes and High-Dose Aldesleukin for Human Papillomavirus-
Associated Cancers" - Steve Rosenberg, PI 

 

10. Amendment 13C0106-D, "A Pivotal Multicenter Trial of Moxetumomab Pasudotox in 
Relapsed/Refractory Hairy Cell Leukemia" - Robert Kreitman, PI 

 
11. Amendment 12C0087-H, "A Phase II, Multi-center, Open-label Study Evaluating GRN1005 Alone 

or in Combination with Trastuzumab in Breast Cancer Subjects with Brain 

Metastases" - Susan Bates, PI 

 
12. Amendment 04C0055-DD, "Allogeneic HSCT Without Preparative Chemotherapy or With Low-

Intensity Preparative Chemotherapy Using Sirolimus and Sirolimus Generated 

Donor Th2 Cells for Therapy of Refractory Leukemia, Lymphoma, Myeloma, or 
Myelodysplastic Syndrome" - Daniel Fowler, PI 

 
13. Amendment 11C0136-K, "Multi-institutional Prospective Pilot Study of Lupron to Enhance 

Lymphocyte Immune Reconstitution following Allogeneic Bone Marrow 

Transplantation in Post-pubertal Children and Adults with Molecular Imaging 

Evaluation" - Ronald Gress, PI 
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14. Amendment 12C0056-H, "An Open Label Phase I Study to Evaluate the Safety and Tolerability 

of GI-6301 Vaccine Consisting of Whole, Heat-killed Recombinant Saccharomyces 
Cerevisiae (yeast) Genetically Modified to Express Brachyury Protein in Adults with 

Solid Tumors" - James Gulley, PI 
 

15. Amendment 14C0140-B, "A Pilot Study of 18F-DCFBC PET/CT in Prostate Cancer" - Liza 

Lindenberg, PI 
 

16. Initial Review P142090, "Evaluation of the Safety and Efficacy of the ChAd3 and the rVSVΔG-
ZEBOV Investigational Ebola Vaccines" - Henry Lane, PI 

 
17. Initial Review P141524, "Phase I Trial of the Combination of Nilotinib and Paclitaxel in Adults with 

Refractory Solid Tumors" - Shivaani Kummar, PI 
 

 
  


